090177e195a37cb2\Approved\Approved On: 28-Nov-2020 02:43 (GMT) 


BioNTech RNA Pharmaceuticals GmbH 


Confidential 


RNA 
Variant 


RNA 


Investigational Product Tracki 


DS Batch DP Batch Packaging ae 
No. No. Batch No. eee 
(kit) . 


10002 
10003 
10004 
10005 
10006 
E220195-0001L} 10007 
10008 
10009 
10010 
10012 
10013 

202 
10018 
E220195-0001L} 10019 
10020 
10022 
10028 
E220195-0001L} 10024 

L 
L 


i 
s) 
x) 
is) 
@ 
jw) 
op) 
W 
O 
< 
st 
=) 
a0) 
nO 
ccs) 
> 
m 
IN) 
Nw) 
cs) 
4 
Te) 
a 
=) 
S 
=) 
4 


R425-P020.3-DS |BCV10320-A | E220195-0001 10025 


- o- E220195-0001 10026 


Be) 
RK 
PO 
o 
U 
(o) 
ye) 
co) 
wo 
iw) 
n 
ius) 
(9) 
= 
fo) 
[o%) 
pe) 
(oo) 
> 


10027 
10028 





Interim Clinical Study Report - BNT162-01 Page 1 of 9 
ng Table for: BNT162b1 Date: 23 NOV 2020 


Saenanee Trial site 
q Expiry Date SO-No. Country No. 
No. 
Pharmacy 


#H1/Mannheim 
#H1/Mannheim 


25. Sep 20 | SO-20-0022 | Germany | #1/Mannheim 


25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 #1/Mannheim 


25. Sep 20 | SO-20-0022 #1/Mannheim 
25. Sep 20 | SO-20-0022 | Germany | #1/Mannheim 


25. Sep 20 | SO-20-0022 #1/Mannheim 
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BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page 2 of 9 
Confidential Investigational Product Tracking Table for: BNT162b1 Date: 23 NOV 2020 


Packaging Date of Date of 
Medication} Sequence Shipment Arrival at ; 
ee No. No. to study study subject No: 
site/pharmacy | site/obharmacy 


21. Apr 20 
21. Apr 20 
21. Apr 20 [276-01-0056 
21.Apr20__ |276-01-0096 
21. Apr 20__[276-01-0053 
21. Apr20__ |276-01-0067 
21. Apr 20 |276-01-0057 
21. Apr 20 |276-01-0007 
21. Apr 20 
21. Apr 20__|276-01-0083 
21. Apr 20 


PO} P 


MPM] MMM] MTP] PM]P 


E220195-0001L} 10012 76-01-0066 
E220195-0001L} 10013 19. Apr 20 21. Apr 20 76-01-0016, 276-01-0020 


E220195-0001 10014 


ie) 


19. Apr 20 21.Apr20 |276-01-0003, 276-01-0006, 276-01-0008, 276-01-0009, 276-01-0019, 276-01-0017 


3 
, 
| 
7 
E220195-0001L} 10015 19. Apr 20 21. Apr 20 |276-01-0011, 276-01-0005, 276-01-0004, 276-01-0001 
E220195-0001L} 10016 19. Apr 20 21. Apr 20 |276-01-0073 
E220195-0001L} 10017 19. Apr 20 21. Apr 20 |276-01-0055 
E220195-0001L} 10018 19. Apr 20 21. Apr 20 |276-01-0070 
E220195-0001L} 10019 19. Apr 20 21. Apr 20 |276-01-0049 
E220195-0001L} 10020 19. Apr 20 21. Apr 20 |276-01-0059 
E220195-0001L} 10021 19. Apr 20 21. Apr 20 |276-01-0037 
E220195-0001L} 10022 19. Apr 20 21. Apr 20 |276-01-0015, 276-01-0018 
E220195-0001L} 10023 19. Apr 20 21. Apr 20 |276-01-0007 
E220195-0001L} 10024 19. Apr 20 21. Apr 20 |276-01-0039, 276-01-0043, 276-01-0047 
E220195-0001L} 10025 19. Apr 20 21. Apr 20 |276-01-0011, 276-01-0010, 276-01-0005, 276-01-0004, 276-01-0001 
| 


19. Apr 20 21.Apr20 |276-01-0036, 276-01-0040, 276-01-0041, 276-01-0042, 276-01-0048, 276-01-0052 


E220195-0001L} 10026 


E220195-0001L| 10027 


E220195-0001L| 10028 


19. Apr 20 21. Apr 20 |276-01-0003, 276-01-0006, 276-01-0008, 276-01-0009, 276-01-0019, 276-01-0017 


19. Apr 20 21. Apr20  |276-01-0050 
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BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page 3 of 9 
Confidential Investigational Product Tracking Table for: BNT162b1 Date: 23 NOV 2020 


en Deviation 
ging Medication | Sequence Drug accountability Yes/No 
Batch No. Date used : . comments 
: No. No. finally checked on if yes 
(kit) Deviation No. 


N 


E220195-0001 10014 


L 
E220195-0001L} 10015 : 
E220195-0001L| 10016 15. Mai 20 15. Mai 20 
E220195-0001L}] 10017 13. Mai 20 15. Mai 20 


lise 

Le 

[sor 

7 
L 


15. Mai 20 15. Mai 20 


E220195-0001L] 10020 13. Mai 20 15. Mai 20 
05. Mai 20 08. Mai 20 


E220195-0001 10021 
29. Apr 20 30. Apr 20 


E220195-0001L 


E220195-0001L}] 10026 


E220195-0001L] 10027 


E220195-0001L] 10028 


20. Mai 20 20. Mai 20 


23. Apr 20 30. Apr 20 
07. Mai 20 08. Mai 20 
24. Apr 20 30. Apr 20 


08. Mai 20 08. Mai 20 


19. Mai 20 20. Mai 20 N 


15. Mai 20 15. Mai 20 N 


E220195-0001 10019 12. Mai 20 15. Mai 20 
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BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page 4 of 9 
Confidential Investigational Product Tracking Table for: BNT162b1 Date: 23 NOV 2020 


RNA RNA DS Batch DP Batch Packaging Niedieation| ‘Sequence Trial site 
Variant No. No. Batch No. q Expiry Date SO-No Country No. 
. No. No. 
(kit) Pharmacy 


V5modRNA|RBPO020.3| R425-P020.3-DS|BCV10320-A |F220195-0001L| 10029 _| #H1/Mannheim 
##1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 
E220195-0001L 

#H1/Mannheim 


: 

#/Mannheim 
#/Mannheim 

: 

| 


#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 


#H1/Mannheim 


#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 


V5modRNA|RBP020.3] R425-P020.3-DS|BCV10320-A |E220195-0001L| 10044 25. Sep 20 | SO-20-0033 #1/Mannheim 


V5modRNA}RBP020.3] R425-P020.3-DS|BCV10320-A | E220195-0004L} 10052 


£220195-0004 
£220195-0004 
£220195-0004 


25. Sep 20 | SO-20-0038 #1/Mannheim 


Germany 
#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 


25. Sep 20 | SO-20-0033 #1/Mannheim 
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BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page 5 of 9 
Confidential Investigational Product Tracking Table for: BNT162b1 Date: 23 NOV 2020 


Packaging Date of Date of 
Medication} Sequence Shipment Arrival at 
ee No. No. to study study subject No. 
site/pharmacy | site/pbharmacy 


276-01-0084 

E220195-0001L| 10033 _| 
E220195-0001L 276-01-0021, 276-01-0032 
E220195-0001L 276-01-0089 
E220195-0001L 276-01-0075 
L 


11. Mai 20 13. Mai 20 |276-01-0103 
11. Mai 20 13. Mai20 |276-01-0104 


E220195-0001 
E220195-0001 


L 2 
E220195-0001L 276-01-0034, 276-01-0037 
E220195-0001L 2 

L 2 

id 


11. Mai 20 13. Mai 20  |276-01-0093 
11. Mai 20 13. Mai 20 76-01-0015, 276-01-0018, 276-01-0015, 276-01-0018 
E220195-0001 10043 11. Mai 20 13. Mai 20 76-01-0016, 276-01-0020 


11. Mai 20 13. Mai 20 76-01-0078 


| 
| 
| 
| 
- Mai 
| 
i 
| 
E220195-0001 
276-01-0039, 276-01-0043, 276-01-0047 
E220195-0004L 
E220195-0004L 276-01-0178, 276-01-0179, 276-01-0181 
L 
| 
“Ma 
! 
| 
| 
- Mai 


E220195-0004L| 10050 
E220195-0004L} 10051 


E220195-0004L| 10052 


E220195-0004 10049 : -01- 
26. Mai 20 28. Mai 20 |276-01-0171, 276-01-0172, 276-01-0173 
26. Mai 20 28.Mai20 |276-01-0067, 276-01-0057 


26. Mai 20 28. Mai 20 |276-01-0036, 276-01-0052, 276-01-0048, 276-01-0042, 276-01-0041, 276-01-0040 


76-01-0056, 276-01-0055 

76-01-0070, 276-01-0068 

76-01-0151, 276-01-0175, 276-01-0176, 
76-01-0073 
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BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page 6 of 9 
Confidential Investigational Product Tracking Table for: BNT162b1 Date: 23 NOV 2020 


en Deviation 
ging Medication | Sequence Drug accountability Yes/No 
Batch No. Date used : . comments 
: No. No. finally checked on if yes 
(kit) Deviation No. 


N 
E220195-0001L| 10033 | 33 | 28. Mai20 | 28. Mai 20 
E220195-0001L| 10034 | 34 | 26.Mai20 | 28. Mai20_ 
E220195-0001L| 10035 | 35 | 20.Mai20 | 20. Mai20_ 
E220195-0001L|_ 10036 | 36 | 22. Mai20 | 28. Mai20_ 
E220195-0001L| 10037 | 37 | 22. Mai20 | 28. Mai20_ 
E220195-0001L} 10040 | 40 | _ Mai 
£220195-0001L| 10047 | 41 | 26.Mai20 | 28.Mai20___ 
E220195-0001L| 10042 | 42 | 20.Mai20 | 20. Mai20_ 
E220195-0001L| 10043 | 43 | 20.Mai20 | 20. Mai20_ 
£220195-0001L| 10044 | 44 | 22.Mai20 | 28.Mai20__ 
E220195-0004L| 10047 | 47 | 02. Jun20 | 03. Jun20 
E220195-0004L| 10048 | 48 | t6.Jun20 | 17. Jun20 
E220195-0004L| 10049 | 49 | 03.Jun20 | 03.Jun20 
| 


E220195-0004L| 10052 


E220195-0004 
E220195-0004 
E220195-0004 
E220195-0004 


22. Mai 20 28. Mai 20 


29. Mai 20 03. Jun 20 
03. Jun 20 03. Jun 20 
05. Jun 20 24. Jun 20 
16. Jun 20 17. Jun 20 


05. Jun 20 24. Jun 20 





FDA-CBER-2021-5683-0049339 


Page 6 


- 
= 
Oo 
(op) 
~ 
AN 
(o>) 
(o) 
WN 
(o>) 
oS 
> 
Oo 
= 
(oe) 
WN 
c 
O 
ze) 
® 
> 
{e) 
—_ 
Qa 
Qa 
<x 
—_— 
ze) 
® 
> 
{e) 
— 
(ok 
fo} 
<x 
= 
AN 
Q 
oO 
we 
o 
(0) 
Lo 
(o>) 
+ a 
® 
Nn 
NR 
—_— 
(oe) 
© 
(o>) 


BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page 7 of 9 
Confidential Investigational Product Tracking Table for: BNT162b1 Date: 23 NOV 2020 


RNA RNA DS Batch DP Batch Packaging Niedieation| ‘Sequence Trial site 
Variant No. No. Batch No. q Expiry Date SO-No Country No. 
. No. No. 
(kit) Pharmacy 


RBPO20.3| R425-P020.3-DS|BCV10320-A |E220195-0014L| 10103 | 103 | 25. Sep 20 | S0-20-0058 | Germany | #1/Mannheim 
##1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 
#H1/Mannheim 


V5modRNA|RBP020.3] R425-P020.3-DS | BCV10320-A |E220195-0014L} 10108 25. Sep 20 | SO-20-0058 #1/Mannheim 


Germany| #i/Mannheim 
#A/Mannheim 
#/Mannheim 
#/Mannheim 
£200196-0014L #/Mannheim 
#/Mannheim 


V5modRNA}RBP020.3] R425-P020.3-DS|BCV10320-A | E220195-0014L] 10117 25. Sep 20 | SO-20-0058 #1/Mannheim 


RBP020.3] R425-P020.3-DS|BCV10320-A |E220195-0014L| 10118 25. Sep 20 | SO-20-0058 #1/Mannheim 
RBP020.3] R425-P020.3-DS|BCV10320-A |E220195-0014L| 10119 25. Sep 20 | SO-20-0058 #1/Mannheim 
RBP020.3] R425-P020.3-DS|BCV10320-A |E220195-0014L| 10120 25. Sep 20 | SO-20-0058 #1/Mannheim 


V5modRNA|RBP020.3] R425-P020.3-DS | BCV10320-A |E220195-0014L} 10124 25. Sep 20 | SO-20-0058 #1/Mannheim 
|R425-P020.3-DS|BCV10320-A | SO-20-0058 | 
1 


20 
: : : 24 : 
RBP020.3] R425-P020.3-DS|BCV10320-A |E220195-0014L| 10125 25. Sep 20 | SO-20-0058 #1/Mannheim 
- - - 26 - 
30 


V5modRNA}RBP020.3] R425-P020.3-DS|BCV10320-A | E220195-0014L] 10126 | 126 25. Sep 20 | SO-20-0058 #1/Mannheim 
V5modRNA}RBP020.3] R425-P020.3-DS|BCV10320-A | E220195-0014L] 10130 25. Sep 20 | SO-20-0058 #1/Mannheim 
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BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page 8 of 9 
Confidential Investigational Product Tracking Table for: BNT162b1 Date: 23 NOV 2020 


Packaging Date of Date of 
Medication} Sequence Shipment Arrival at ; 
Be a No. No. to study study sublet Ne: 
site/pharmacy | site/pbharmacy 


é 
ie) 


ie) 


E220195-0014L} 10103 14.06.2020 16.06.2020 |276-01-0351, 276-01-0363, 276-01-0364 
276-01-0366, 276-01- 

E220195-0014L} 10105 14.06.2020 16.06.2020 |276-01-0282, 276-01-0289 

E220195-0014L} 10106 14.06.2020 16.06.2020 |276-01-0181, 276-01-0179, 276-01-0178 

E220195-0014L} 10107 14.06.2020 16.06.2020 |276-01-273, 276-01-0274, 276-01-0283, 276-01-0292, 276-01-0320, 276-01-298 
E220195-0014L} 10108 14.06.2020 16.06.2020 |276-01-0194, 276-01-0200, 276-01-0204, 276-01-0198, 276-01-0209, 276-01-0212 

10109 14.06.2020 16.06.2020 

E220195-0014L] 10111 14.06.2020 16.06.2020 |276-01-0286, 276-01-0287, 276-01-0288, 276-01-0291 

E220195-0014L} 10113 14.06.2020 16.06.2020 |276-01-0197, 276-01-0183, 

E220195-0014L} 10115 14.06.2020 16.06.2020 |276-01-0360, 276-01-0358 

: 76-01-0182, 276-01-0183, 276-01-0187 

E220195-0014L} 10117 14.06.2020 16.06.2020 |276-01-0320, 276-01-0273, 276-01-0283, 276-01-0292, 276-01-0298, 276-01-0274 
E220195-0014L} 10119 14.06.2020 16.06.2020 |276-01-0171, 276-01-0151, 276-01-0172, 

E220195-0014L} 10120 14.06.2020 16.06.2020 |276-01-0175, 276-01-0173, 276-01-0176, 

E220195-0014L} 10125 14.06.2020 16.06.2020 |276-01-0282, 276-01-0289, 
E220195-0014L} 10126 14.06.2020 16.06.2020 |276-01-0194, 276-01-0198, 276-01-0200, 276-01-0204, 276-01-0209, 276-01-0212 


E220195-0014L} 10104 14.06.2020 16.06.2020 |276-01-0366, 276-01-0365 

E220195-0014 06. 76-01-0287, 276-01-0286, 276-01-0291, 276-01-0288, 

E220195-0014L] 10112 14.06.2020 16.06.2020 |276-01-0352 

E220195-0014L] 10116 14.06.2020 16.06.2020 

E220195-0014L} 10118 14.06.2020 16.06.2020 |276-01-0361, 276-01-0350, 276-01-0362 

E220195-0014L} 10124 14.06.2020 16.06.2020 |276-01-0227, 276-01-0221, 276-01-0226, 276-01-0225, 276-01-0224, 276-01-0170 
E220195-0014L} 10130 14.06.2020 16.06.2020 |276-01-0170, 276-01-0227, 276-01-0221, 276-01-0226, 276-01-0225, 276-01-0224, 
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BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page 9 of 9 
Confidential Investigational Product Tracking Table for: BNT162b1 Date: 23 NOV 2020 


en Deviation 
ging Medication | Sequence Drug accountability Yes/No 
Batch No. Date used : . comments 
: No. No. finally checked on if yes 
(kit) Deviation No. 


N 
£220195-0014L 


E220195-0014L} 10108 22. Jul 20 30. Jul 20 


E220195-0014L} 10109 25. Aug 20 02. Sep 20 
E220195-0014L] 10111 15. Sep 20 23. Sep 20 
E220195-0014L} 10112 22. Sep 20 23. Sep 20 


i 


E220195-0014L} 10113 06. Aug 20 02. Sep 20 
E220195-0014L] 10115 23. Sep 20 23. Sep 20 
E220195-0014L] 10116 16. Jun 20 17. Jun 20 


E220195-0014L] 10117 27. Aug 20 02. Sep 20 


E220195-0014L} 10118 25.Sep.20 01.Oct 20 
E220195-0014L} 10119 06. Aug 20 02. Sep 20 
E220195-0014L} 10120 06. Aug 20 02. Sep 20 


E220195-0014L} 10124 31. Jul 20 02. Sep 20 


E220195-0014L} 10125 10. Sep 20 23. Sep 20 


E220195-0014L] 10126 12. Aug 20 02. Sep 20 
E220195-0014L] 10130 21. Aug 20 02. Sep 20 N 


C 
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BioNTech RNA Pharmaceuticals GmbH 


Interim Clinical Study Report - BNT162-01 Page: 1 of 9 


Confidential Investigational Product Tracking Table for: BNT162b2 Date: 23 NOV 2020 


: DS Batch DP Batch 
RNA Variant 
No. No. 


Packaging 
Batch No. 
(kit) 


Medication 
No. 


20001 





Page 10 


eoeecs Trial site 
= Expiry Date SO-No. Country No. 
: Pharmacy 


29. Okt 20 }| SO-20-0043 #2/Berlin 


Germany 
Germany 
Germany 
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BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page: 2 of 9 
Confidential Investigational Product Tracking Table for: BNT162b2 Date: 23 NOV 2020 


: Date of Date of 
Packaging oe . ; 
Medication | Sequence Shipment Arrival at . 
Batch No. Subject No. 
(kit) No. No. to study study 
site/pharmacy | site/pharmacy 


07 Jun 20 |276-00-0108 
07.Jun20  |276-02-0110, 276-02-0105, 276-02-0104, 276-02-0101, 276-02-0102 

07.Jun20 |276-02-0118, 276-02-0116, 276-02-0121, 276-02-0111,276-02-0117, 276-02-0114 
07. Jun 20 ATED 276-02-0166, 276-02-0163, 276-02-0157, 276-02-0160, 276-02-0153 
07 Jun 20 |276-02-0153, 276-02-0157, 276-02-0163, 276-02-0166, 27600-0154 

07. Jun 20 
o7. un 20 





FDA-CBER-2021-5683-0049344 


Page 11 


090177e195a37cb3\Approved\Approved On: 28-Nov-2020 02:43 (GMT) 


BioNTech RNA Pharmaceuticals GmbH Interim Clinical Study Report - BNT162-01 Page: 3 of 9 
Confidential Investigational Product Tracking Table for: BNT162b2 Date: 23 NOV 2020 


: Drug Deviation 
Packaging oe m 
Medication | Sequence accountability Yes/No 
Batch No. Date used ; comments 
(kit) No. No. finally checked if yes 
on Deviation No. 


[e220195-00041| 20001 | 10001 [15.06.2020 [02.07.2020 JN Authorization for return To sponsor on 75ep2020 UTE 
[£220195-0004t] 20003 | 10003 [16.06.2020 [02.07.2020 __|N____ [Authorization for return To sponsor on 73ep2020-UTER 
[£220195-000a_] 20004 | 10004 [18.06.2020 [02.07.2020 |N______ [authorization for return o sponsor on 7Sep2000 UTE 
[e220195-0004t] 20005 | 10005 [22.06.2020 02.07.2020 JN [Authorization for return o sponsor on 75ep2020 UTES 
[£220195-000at| 20006 | 10006 [23.06.2020 [02.07.2020 __|N_____ [Authorization for return o sponsor on 75ep2020 UTE 
[£220195-0004t| 20007 | 10007_[23:06.2020 02.07.2020 |N____ [Authorization for return To sponsor on 7Sep2020-UTF 
[£220195-000at| 20008 | 10008 [25.06.2020 [02.07.2020 __|N_____ [Authorization for return o sponsor on 7Sep2000 UTE 
[£220195-000at] 20009 | 10009 [25.06.2020 02.07.2020 JN [Authorization for return To sponsor on 75ep2020 UTES 
[€220195-0004t] 20010 | 10010 [29.06.2020 [02.07.2020 |N____ [Authorization for return To sponsor on 75ep2020 UTE 
[e220195-0004t] 20011 | 10011 [14.07.2020 [14.07.2020 |N_____ [Authorization for return to sponsor on 75ep2020 UTES 
[£220195-0004.] 20012 | 10012 _[20-7.2020 [13.08.2020 __|N____ [authorization for return To sponsor on 7Sep2020 UTE 
[£220195-0004t| 20013 | 10013 [157.2020 [13.08.2020 |N______ [Authorization for return To sponsor on 7Sep2020-UrEE 
[e220195-000a_] 20014 | 10014 |15.7.2020 [13.08.2020 |N______ [Authorization for return To sponsor on 75ep2020 UTE 
[e220195-000at] 20016 | 10016 [15.7.2020 [13.08.2020 |N______ [Authorization for return o sponsor on 75ep2020 UTES 
[£220195-000at| 20018 | 10018 [09.07.2020 [14.07.2020 |N_____ [Authorization for return To sponsor on 7Sep2000 UTE 
[£220195-000a_] 20019 | 10019 [12.07.2020 [14.07.2020 |N_____[ Authorization for return o sponsor on 7Sep2020 UTE 
[e220195-000at] 20021 | 10021 [13.07.2020 [14.07.2020 JN [Authorization for return To sponsor on 75ep2020 UTES 
[£220195-000a| 20022 | 10022_|14.07.2020 [14.07.2020 __|N_____ [Authorization for return o sponsor on 75ep2020 UTE 
[£220195-0004t| 20023 | 10023 [01.07.2020 [02.07.2020 __|N_____[ Authorization for return To sponsor on 75ep2020-UTF 
[£220195-000at| 20024 | 10024 [02.07.2020 [14.07.2020 |N______Authorizaion for return To sponsor on 75ep2020 UTE 
[£220195-o00at] 20025 | 10025 06.07.2020 [14.07.2020 |N______ [Authorization for return o sponsor on 75ep2020 UTES 
[£220195-o00at| 20027 | 10027 [06.07.2020 [14.07.2020 |N_____ [Authorization for return o sponsor on 75ep2020 UTES 
[e220195-000a_] 20029 | 10029 [06.07.2020 [14.07.2020 |N_____ [Authorization Tor return To sponsor on 75ep2020-UTEE 
[£220195-0004.] 20030 | 10030 [07.07.2020 [14.07.2020 __|N______ [Authorization for return o sponsor on 7Sep2000 UTE 
[e220195-0004t] 20031 | 10031 [227.2020 [13.08.2020 JN [Authorization for return To sponsor on 75ep2020 UTES 
[€220195-o00at| 20032 | 10032 _[23.7.2020 [13.08.2020 |N____ [Authorization for return to sponsor on 75ep2020 UTES 
[e220195-000at| 20033 | 10033 _[27-7.2020 [13.08.2020 JN [Authorization for return to sponsor on 75ep2020-UrEs 
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RNA Variant DS Batch DP Batch Packaging 
—— No. No. Batch No. 
(kit) 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 
V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 


fod 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 


- 


Trial site 
No. Expiry Date SO-No Country No. 
. Pharmacy 


2 - - 20035 10035 29. Okt 20 | SO-20-0077 | Germany 
V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 20038 10038 29. Okt 20 | SO-20-0077 | Germany #2/Berlin 


10034 29. Okt 20 | SO-20-0077 | Germany #2/Berlin 


10039 | 29. Okt20 | SO-20-0077 #2/Berlin 


V9modRNA | RBPO20.2| R427-P020.2-DS | BCV40420-A | E220195-0004L| 20040 29. Okt 20 | SO-20-0077 #2/Berlin 
2 


— 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 
V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 
V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 


Ee 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 


20043 


3 | 29. Okt 20 | SO-20-0077 #2/Berlin 
29. Okt 20 }| SO-20-0077 #2/Berlin 


2 5 
v9modRNA | RBPO20.2| R427-P020.2-DS | BCV40420-A | E220195-0004L| 20045 10045 | 29. Okt 20 | SO-20-0077 #2/Berlin 
vA Ee 


Ee 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 


- 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 
V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 


—i-ie 


RBPO20.2 E220195-0004 
E220195-0018 


SS 


2 
V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 


20057 


7 Germany 


29. Okt 20 | SO-20-0077 #2/Berlin 


20042 | 10042 | 29. Okt 20 | SO-20-0077 #2/Berlin 
7 


005 Germany 
10057 Germany 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0018L| 20062 10062 | 29. Okt20 | SO-20-0081 #1/Mannheim 
V9modRNA | RBPO20.2} R427-P020.2-DS | BCV40420-A | E220195-0018L| 20063 10063 | 29. Okt 20 | SO-20-0081 #1/Mannheim 
2 . 


La se 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0018 
V9moURNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0018 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0004 


= 
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S50 | 29. Okt 20 | SO-20-0077 | Germany #2/Berlin 


- - 
V9modRNA | RBPO20.2} R427-P020.2-Ds | BCV40420-A | E220195-0004L| 20053 10053 | 29. Okt 20 | SO-20-0077 #2/Berlin 


29. Okt 20 | SO-20-0081 #1/Mannheim 
10065 | 29. Okt20 | SO-20-0081 #1/Mannheim 
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: Date of Date of 
Packaging oe . ; 
Medication | Sequence Shipment Arrival at . 
Batch No. Subject No. 
(kit) No. No. to study study 
site/pharmacy | site/pharmacy 


16 Jul20 
16, Jul20 
16.Jul20  |276-01-0192, 276-01-0197, 276-01-0194, 276-01-0176, 276-01-0193, 276-01-0185 

16. Jul 20 
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: Drug Deviation 
Packaging Soe = 
Medication | Sequence accountability Yes/No 
Batch No. Date used ; comments 
(kit) No. No. finally checked if yes 
on Deviation No. 


[e220195-00041] 20034 | 10034 [277.2020 [13.08.2020 |N_____ [Authorization for return To sponsor on 75ep2020-UrFE 
[e220195-000at] 20035 | 10035 [287.2020 [13.08.2020 __|N____ [Authorization for return o sponsor on 75ep2020 UTES 
[£220195-0004| 20038 | 10038 _[29:7.2020 [13.08.2020 __|N____ Authorization for return To sponsor on 75ep2020-UTF 
[£220195-000at| 20039 | 10039 [297.2020 [13.08.2020 |N____ [Authorization for return o sponsor on 75ep2000 UTE 
[£220195-000at] 20040] 10040 [31.7.2020 [13.08.2020 JN [Authorization for return o sponsor on 75ep2020 UTES 
[£220195-000a_] 20042 | 10042 [3.82020 [13.08.2020 |N [Authorization for return to sponsor on 75ep2020 UTES 
[£220195-o00at| 20043 | 10043_[3.82020 [13.08.2020 __N______|Authorization Tor return to sponsor on 7ep2070-UTE 
[£220195-000a.| 20024 | 1002a_| [13.08.2020 __|N_____ [authorization for return o sponsor on 7Sep2000 UTE 
[e220195-0004t] 20045 | 10045 [287.2020 [13.08.2020 JN [Authorization for return To sponsor on 75ep2020 UTES 
[e220195-000a_] 20046 | 10046 [26820 [79.20 _|N_____ [Authorization for return o sponsor on 75ep2020 UTE 
[e220195-000at] 20047 | 10047 [26820 [79.20 |N______ [Authorization for return o sponsor on 75ep2020 UTES 
[£220195-000at| 20048 | 10048 [2.8.20 [79.20 |N_____ [Authorization for return o sponsor on 75ep2000UrEE 
[e220195-000a_] 20049] 10049 [198.20 [79.20 |N______ [Authorization for return o sponsor on 75ep2020 UTES 
[€220195-000a] 20050] 10050 [18820 [79.20 |N [Authorization for return o sponsor on 75ep2020 UTES 
[e220195-0004t] 20051] 10051 [307.2020 | ____|N_____ [Authorization for return o sponsor on 75ep2020—UrEg 
[£220195-0004| 20053 | 10053 [26820 [7920 |N ____ [authorization for return To sponsor on 7Sep2000 UTE 
[£220195-000at| 20054 | 10054 [1.9.20 [7.9.20 |N_____ [Authorization for return to sponsor on 7Sep2020-UrEE 
[£220195-o00at] 20055 | 10055 [25820 [79.20 |N_____ [Authorization for return o sponsor on 75ep2020 UTES 
[£220195-000at| 20056 | 10056 [188.20 [7.9.20 |N [authorization for return to sponsor on 7Sep2020UrEg 
[e220195-00181| 20057 | 10057 [1920 [r920 1 
[£220195-00181| 20062 | 10062 01. sep 20 _[o2.sep20___|n___[_ 
[£220195-00181| 20063 | 10063 02. Sep 20 02. sep20___ In| 
[£220195-00181] 20064 | 10064 [18 Aug20 02. sep20 IN. 
[£220195-o018t| 20065 | 10065 ]oasep 20 og.sep20__N___. 
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RNA Variant DS Batch DP Batch Packaging Se ae hoe | ee Trial site 
No. No. Batch No. No a Expiry Date SO-No. Country No. 
(kit) : . Pharmacy 
V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0018L] 20066 10066 29. Okt 20 | SO-20-0081 #1/Mannheim 


V9modRNA | RBPO20.2} R427-P020.2-DS | BCV40420-A | E220195-0018L| 20067 10067 | 29.Okt20 | SO-20-0081 #1/Mannheim 
V9modRNA | RBPO20.2] R427-P020.2-Ds | BCV40420-A | E220195-0018L] 20068 10068 | 29. Okt 20 | SO-20-0081 #1/Mannheim 
V9modRNA | RBPO20.2| R427-P020.2-DS | BCV40420-A | E220195-0018L| 20069 10069 | 29. Okt 20 | SO-20-0081 #1/Mannheim 


V9modRNA | RBPO20.2] R427-P020.2-DS | BCV40420-A | E220195-0018L 20070 10070 29. Okt 20 | SO-20-0081 #1/Mannheim 


RBPO20.2 
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; Date of Date of 
Packaging ae . : 
Medication | Sequence Shipment Arrival at . 
Batch No. Subject No. 
(kit) No. No. to study study 
site/pharmacy | site/pharmacy 
E220195-0018L} 20066 10066 05. Aug 20 07. Aug 20 |276-01-0261 


E220195-0018L| 20067 10067 05. Aug 20 07. Aug 20 276-01-0324,276-01-0314 — ss—<—s—ssSSSSSS 01-0324, 276-01-0314 
E220195-0018L| 20068 10068 05. Aug 20 07. Aug 20 |276-01- ee EE 276-01-0299, 276-01-0279, 276-01-0277, 276-01-0276, 276-01-0275 
E220195-0018L| 20069 10069 05. Aug 20 07. Aug 20 |276-01-0269, 276-01-0268, 276-01-0267, 276-01-0265 


E220195-0018L} 20070 10070 05. Aug 20 07. Aug 20 |276-01-0261, 276-01-0263 


07. Aug 20 
07. Aug 20 _|276-01-0300, 276-01-0299, 276-01-0279, 276-01-0275, 276-01-0277, 276-01-0276 
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: Drug Deviation 
Packaging Bee us 
Medication | Sequence accountability Yes/No 
Batch No. Date used ; comments 
(kit) No. No. finally checked if yes 
on Deviation No. 
eee aes eee = 
3 ug used for 
E220195-0018L] 20066 10066 |14.Aug20 {02. Sep 20 : 
subject 276- 
01-0261 


E220195-0018L] 20067 _| 10067 |02.Sep20 _|02. Sep 20 CS 
E220195-0018L| 20068 _|_10068_|20. Aug 20__|02. Sep 20 CS 
E220195-0018L| 20069 _|_10069_|08. Sep 20 __|08. Sep 20 IS 


Yes 
E£220195-0018L] 20070 10070 |14.Aug20 |02. Sep 20 scum 

subject 276- 

01-0261 


[e220195 00181] 20071 | 10071 [24.Sep20_Jooa20 IN| SCS 
[e220195-00181| 20072 | 10072 _|22. sep 20 _[23.sep20___IN___] | 
[e220195-00181| 20073 | 10073 o4sep 20 _Jossep20___[N___] | 
[e220195-00181| 20074 | 10074 |04. sep 20 fos. sep20___IN—___| | 
[e220195-00181| 20075 | 10075 24. Sep 20 [o1. Oct20 _N_______| Also prepared for subject 276-01-0305, not used. | 
[e220195-00181| 20076 | 10076 |10.sep20_|23.sep20_ IN| SSCS 
[e220195-00171| 20077 | 10077 [25.Sep 20 _Jo1.oct20___N—___] 
[e220195-00171| 20083 | 10083 _|23. sep 20 _|23.sep20___IN____] | 
[e220195-00171] 20088 | 10088 23. sep 20 _|23.sep20___IN_] | 
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